IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 



In re application of: 
PETTIS ^/fl/. 

Application No. 10/028,988 

Filed: December 28, 2001 



For: Method and Devices for 
Administration of Substances into the 
hitradermal Layer of Skin for Systemic 
Absorption 



Group Art Unit: N/A 



Examiner: N/A 



Atty. Docket No. P-4901P5 



INFORMATION DISCLOSURE STATEMENT 



Assistant Commissioner for Patents 
Washington, D.C. 20231 



Sir: 



1.97. 



This is an Information Disclosure Statement submitted under 37 C.F.R. § 1.56 and 



In order to comply with the duty of disclosure pursuant to 37 C.F.R. § 1.56, submitted 
herewith is a form listing the documents cited in the International Search report of 
hitemational Application Nos. PCT/USO 1/20763 (AC, AD, AG, AK, BE); PCT/USO 1/20782 
(AB, BH, AR, AA); and PCT/USOl/50440 (AU, AO, AZ, BI, BJ). The relevance of these 
documents is indicated in the International Search Report. The remaining references (AE-AF, 
AH-AJ, AL-AN, AP-AQ, AS-AT, AV-AY, BA-BD, BF-BG and BK-BR) are being submitted 
for the Examiner's consideration. An English language translation has been provided for 
document BL so no further statement of relevance need be given. 

The submission of this Information Disclosure Statement and the accompanying form 
PTO/SB/08A should not be construed as an admission that the cited references are prior art to 
the subject application. 



Atty. Docket No. P-4901P5 
Application No. 10/028,988 



It is respectfully requested that the Examiner consider the cited documents and make 
them of record. 



Respectfiilly submitted, 




Attorney for Applicants 
Registration No. 30,471 

Becton, Dickinson and Company 
1 Becton Drive 

Franklin Lakes, New Jersey 07417-1880 
Phone (201) 847-6270 
Fax (201)847-5377 
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TRANSMITTAL OF INFORMATION DISCLOSURE STATEMENT 
(Under 37 CFR 1.97(b) or 1.97(c)) 



Docket No. 
P-4901P5 



I n Re Application Of: PETTIS, et al. 



Serial No. 


Filing Date 


Examiner 


Group Art Unit 


10/028,988 


12/28/2001 


N/A 


N/A 



Title: Methods and Devices for Administration of Substances into the Intradermal Layer of Skin for 
Absorption 





Address to: 
Assistant Commissioner for Patents 
Washington, D.C. 20231 



1. 



37 CFR 1.97(b) 

The Information Disclosure Statement submitted herewith is being filed within three months of the filing 
of a national application other than a continued prosecution application under 37 CFR 1.53(d); within 
three months of the date of entry of the national stage as set forth in 37 CFR 1 .491 in an international 
application; before the mailing of a first Office Action on the merits, or before the mailing of a first Office 
Action after the filing of a request for continued examination under 37 CFR 1 .1 14. 



37 CFR 1.97(c) 

2. □ The Information Disclosure Statement submitted herewith is being filed after the period specified in 37 
CFR 1.97(b), provided that the Information Disclosure Statement is filed before the mailing date of a 
Final Action under 37 CFR 1.113. a Notice of Allowance under 37 CFR 1.311, or an Action that 
otherwise closes prosecution in the application, and is accompanied by one of: 

□ the statement specified in 37 CFR 1.97(e); 

OR 

□ the fee set forth in 37 CFR 1 .17(p). 



P10A/REV02 



TRANSMITTAL OF INFORMATION DISCLOSURE STATEMENT 
(Under 37 CFR 1.97(b) or 1.97(c)) 



Docket No. 
P-4901P5 



In Re Application: PETTIS, et al. 



Serial No. 
10/028,988 



Filing Date 
12/28/2001 



Examiner 
N/A 



Group Art Unit 



Methods and Devices for Administration of Substances into the Intradermal 




Layer of SkiPilbi; SysWSbw 



Payment of Fee 
(Only complete if Applicant elects to pay the fee set forth in 37 CFR 1 .1 7(p)) 



□ A check in the amount of is attached. 

IS The Assistant Commissioner is hereby authorized to charge and credit Deposit Account No. 02-1666 
as described below. A duplicate copy of this sheet is enclosed. 

□ Charge the amount of $0.00 

□ Credit any overpayment. 

IS Charge any additional fee required. 

Certificate of Transmission by Facsimile* Certificate of Mailing by First Class Mail 



I certify that this document and authorization to charge deposit 
account is being facsimile transmitted to the United States 
Patent and Trademark Office (F 



(Date) 



Signature 



Typed or Printed Name of Person Signing Certificate 



I certify that this document and fee Is being deposited 
Dec. 2, 2002 with the U.S. Postal Service 

as first class mail under 37 C.F.R. 1.8 and is 
addressed to the Assistant Commissioner for Patents, 
Washington. D.C. 20231. 




^nature of Person Mailing Correspondence 
Yaminah Sharif 



Typed or Printed Name of Person Afaiiing Certificate 



Phis certificate may only be used if pavkig by 
epbsit account. ^ _ ^ >^ 




Dated: December 2, 2002 



Signatuh 

Eric M. Lee / Reg. No. 30,471 

BECTON, DICKINSON AND COMPANY 

1 Becton Drive 

Franklin Lakes, New Jersey 07417-1880 
Phone (201) 847-6270 
Fax (201) 847-5377 



cc: 



P10A/REV02 




type a plus sign {*) inside this box 



PTO/SB/08A (08-00) , 
Approved for use through 10/31/2002. OMB 0651-0031"!" 
U.S. Patent and Trademarl< Office: U.S. DEPARTIVIENT OF COMMERCE 

Under the Papefwxk Reduction Act of 1995. no persons are 



ubstitute for form 1449A/PTO 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 



Sheet 



of 



Complete if Known 



Application Number 



Filing Date 



First Named Inventor 



Group Art Unit 



Examiner Name 



Attomey Docket Number 



10/028,988 



December 28, 2001 



PETTIS el fliL 



N/A 



N/A V 
P-4901P5'^<3( 



U.S. PATENT DOCUMENTS 


Examiner 
Initials * 


Cite 

NO. 


U.S. Patent Document 


Name of Patentee or Applicant 
of Cited Document 


Date of Publication of 
Cited Document 
MM-DD-YYYY 




^ Kind Code^ 
Number 

(if known) 


Pages, Columns, Lines, Relevant 
Passages or Rele^t^ 
Figures Appear '^G^ 




AA 


2,619,962 




Rosenthal 


12/02/1952 






AB 


3,814,097 




Ganderton et al. 


06/04/1974 






AC 


3,964.482 




Gerstel et al. 


06/22/1976 






AD 


4,270,537 




Romaine 


06/02/1981 






AE 


4,592,753 




Panoz 


06/03/1986 






AF 


5,003,987 




Grinwald 


04/02/1991 






AG 


5,098,389 




Cappucci 


03/24/1992 






AH 


5,156,591 




Gross et al. 


10/20/1992 






AI 


5,250,023 




Leeetal. 


10/05/1993 






AJ 


5,279,544 




Gross etal. 


01/18/1994 






AK 


5,417,662 




Hjertman et al. 


05/23/1995 






AL 


5,527,288 




Gross et al. 


06/18/1996 






AM 


5,591,139 




Lin et al. 


01/07/1997 






AN 


5,801,057 




Smart et al. 


09/01/1998 






AO 


5,820,622 




Gross etal. 


10/13/1998 






AP 


5,848,991 




Gross etal. 


12/15/1998 






AQ 


5,876,582 




Frazier 


03/02/1999 






AR 


5,879,326 




Godshall et al. 


03/09/1999 






AS 


5,928,207 




Pisano et al. 


07/27/1999 






AT 


5,957,895 




Sage et al. 


09/28/1999 






AU 


5,997,501 




Gross et al. 


12/07/1999 






AV 


6,099.504 




Gross et al. 


08/08/2000 






AW 


6,334.856 


Bl 


Allen et al. 


01/01/2002 






AX 


6,346,095 


Bl 


Gross et al. 


02/12/2002 





FOREIGN PATENT DOCUMENTS 


Examiner 
Initials* 


Cite 
No.^ 


Foreign Patent Document 


Name of Patentee 
or Applicant of 
Cited Document 


Date Of Publication of 
Cited Document 
MM-DD-YYYY 


Pages, Columns, Lines, 
Where Relevant 

Passages or Relevant 
Figures Appear 


Te 


Office' Number* 




AY 


CA 


2 349 431 




Canada 


05/25/2000 








AZ 


EP 


1 086 718 . 


Al 


Europe 


03/28/2001 








BA 


EP 


1 086 719 


Al 


Europe 


03/28/2001 








BB 


EP 


1 088 642 ' 


Al 


Europe 


04/04/2001 








BC 


EP 


1 092 444 


Al 


Europe 


04/18/2001 








BD 


WO 


96/17648 ^ 




PCT 


06/13/1996 








BE 


WO 


96/37155 ' 




PCT 


11/28/1996 








BF 


WO 


96/37256 ' 




PCT 


11/28/1996 








BG 


WO 


99/43350 ' 




PCT 


09/02/1999 








BH 


WO 


99/64580 ' 




PCT 


12/16/1999 








Bl 


WO 


00/67647 - 




PCT 


11/16/2000 








BJ 


WO 


00/74763 ' 


A2 


PCT 


12/14/2000 








BK 


WO 


02/11669 " 


A2 


PCT 


02/14/2002 








pe a plus sign {+) inside this box 



a 



PTO/SB/08A (08-00) -L. 
Approved for use through 10/31/2002. 0MB 0651-0031 ' 
U.S. Patent and Trademark Office: U.S. DEPARTMENT OF COMMERCE 
Under the PapefvwikReducto Act of 1995. no persons ae required tprespc^ 



Substitute fbr form 1449A/PTO 



INFORMATION DISCLOSURE 
STATEMENT BY APPLICANT 

(use as many sheets as necessary) 
V Sheet I 2 



of 



Complete if Known 



Application Number 



Filing Date 



First Manned Inventor 



Group Art Unit 



Examiner Name 



Attorney Docket Number 



10/028,988 



December 28, ^001 



PETTIS g/fl/.^<r)c. 



N/A 



N/A 



P-4901P5 



OTHER PRIOR ART - NON PATENT LITERATURE DOCUMENTS ^ 


Examiner 
Initials * 


Cite 

Kl 1 

No. 


Include name of the author (In CAPITAL LETTERS), title of the article (when appropriate), title of 
the item (book, magazine, journal, serial, symposium, catalog, etc.), date, page(s), volume-issue 
number(s). publisher, city and/or country where published. 


T^ 




BL 


£. AUTHET et al.. Therapie 1991, 46 : S-8. 






BM 


BRESSOLLE et al., "A Weibull Distribution Model for Intradermal Administration of Ceftazidime**, Journal of 
Pharmaceutical Sciences, Vol. 82, No. 1 1, November 1993, pps. 1 175-1 178. 






BN 


HENRY et al., "Microfabricated Microneedles: A Novel Approach to Transdermal Drug Delivery**, Journal of 
Pharmaceutical Sciences, Vol. 87, No. 8, August 1998, pps. 922-925. 






BO 


KAtJSHIK et al.. 'Transdermal Protein Delivery Using Microfabricatcd Microneedles**, Oct/Nov 1999 (1 page). 






BP 


BURKOTH et al., 'Transdermal and Transmucosal Powered Drug Delivery", Critical Review™ in Therapeutic Drug Carrier 

Systems, 16 (4), (1999), pps. 331-384. 






BQ 


MCALLISTER et al., "Three^Dimensional Hollow Microneedle and Microtube Arrays**, Conference: Solid-State Sensors 
and Actuators Transducers-Conference, 1999; 10^; Vol. 12, pp 1098-1103. 






BR 


MCALLISTER et al., **Solid and Hollow Microneedles for Transdermal Protein Delivery**, Proceed. Int*l. Symp. Control. 
Rel. Bioact. Mater., 26 (Revised July 1999) Controlled Release Society, Inc. pp. 192-193 





































Examiner 




Date 




Signature 




Considered 





'EXAMINER: Initial if reference considered, whether or not citation is in conformance with MPEP 609. Draw line through citation if not in confomnance 
and not considered. Include copy of this fomi with next communication to applicant 

^ Unique citation designation numtier. ^ Applicant is to place a check mark here if English language Translation is attached. 
SEND TO: Assistant Commissioner fbr Patents, Washington, DC 20231 . 
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